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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 4/16/07 
has been entered. 

Claims 1 , 3, 5-7 and 23-25 are pending in the application and were examined on 
their merits. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a previous Office Action. 

The previous rejection made over claims 1 , 3, 5-7 and 23-25 with regard to New 
Matter (35 USC 1 12 First paragraph) are removed due to Applicant's persuasive 
arguments that the specification as filed taught wherein translational products from 
macrophage cells were tested in response to introduction with Echinacea extracts. 
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It is noted that the species of 'marker compound', polysaccharide', in claim 5 has 
been examined on the merits. Rininger specifically teaches that polysaccharides from 
Echinacea were well known in the art to be immunopotentiating agents (see page 2 of 
Rininger as well as Examiner's statements, infra). Thus, the election of species with 
regard to this species is hereby removed. 

Claim Rejections - 35 USC §112 

Claim 1 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. 

It is newly deemed that Applicant was not in possession of the scope of claim 1 
at the time the Invention was made. Applicant has only disclosed one species of plant; 
i.e., Echinacea which was studied with regard to phenolic content and 
immunopotentiating activity. It is deemed that Echinacea is not a representative 
example of all medicinal plants as broadly stated by claim 1 as there are hundreds of 
thousands of known medicinal plants. Lacking any other representative examples 
within the specification which would indicate that Applicant was in possession of such a 
method broadly directed toward all, or at least a representative number of medicinal 



Application/Control Number: 10/774,092 
Art Unit: 1655 



Page 4 



plants at the time the Invention was made, it is deemed that the disclosure as originally 
filed does not possess adequate written description for the genus of 'medicinal plants' 
as Instantly claimed. 



Claims 1, 3, 5-7 and 23-25 remain rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention for the reasons set forth in the 
previous Office Action. 



Applicant's arguments were fully considered, but not found persuasive. 



Applicant argues that page 24 of the specification "explains that the chicoric acid 
concentrations measured and reported at Table I on page 6 of the specification 
represent variations in chicoric acid levels that generally are accepted by those skilled in 
the art" (p. 7, Remarks). However, the specification specifically states: 



[0024]The levels of chicoric acid measured during maturation stages 1-6 for 
Echinacea purpurea are substantially similar or substantially equivalent. 
Echinacea plants harvested during maturation stage 7 are less commercially 
desirable due to the drop in the levels of chicoric acid observed at this stage. In 
other words, the variation between the chicoric acid levels listed in Table 1 
are within the levels generally accepted by those skilled in the art to be 
variation between individual plants or to be variations within acceptable 
tolerances for these types of analyses, (emphasis added) 
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Here, it is not clear that Applicant has disclosed what an acceptable amount of 
chicoric acid levels would be. Rather, it is only determined from this statement that the 
variation of chicoric acid levels is what is accepted. In the claims, Applicant is 
attempting to claim a particular range of concentrations of marker compounds (it is 
noted that the claims are not limited to chicoric acid) including chicoric acid, however, it 
is not clear what the amount (or range) of chicoric acid or any other marker compound 
is. 

Claim Rejections - 35 USC § 103 

Claims 1, 3, 5-7 and 24 remain rejected under 35 U.S.C. 103(a) as being 
unpatentable over A in view of C or B in view of C; wherein A = Seidler - Lozykowska et 
al. (2003), B= Dou et al. (2001 - Abstract) and C= Rininger et al. (2000). Seidler - 
Lozykowska et al. may be referred to as SL et al for the reasons keenly discussed in the 
previous Office Actions. 

Applicant's arguments were fully considered, but not found persuasive. 

Applicant argues that the cited references "specifically teach against the 
possibility of combining the characteristics of (1) the standardization of an 
Echinacea extract to a particular polyphenol or phenolic acid level and (2) 
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maximization of the immunostimulatory activity of an Echinacea extract. This is 
significant because as written, the claims are directed to a method for 
determining optimal harvest window of Echinacea plants that are to be used to 
prepare a standardized Echinacea extract by selecting the maturation stage that 
has both a concentration of a marker compound, such as chicoric acid, that is 
acceptable for standardization, and the highest level of immune-stimulatory 
product (p. 8, Remarks). 



First, Applicant has not submitted convincing arguments which would indicate 
that the prior art 'specifically teach against' the claimed invention. First, Applicant 
alleges that standardization of the Echinacea extract is one of the unique characteristics 
of the claimed invention. However, it is noted that there is no particular step in the 
claims which requires standardization of the Echinacea extract. Claim 1 newly recites 
'wherein the medicinal plant is used to prepare a standardized extract of the medicinal 
plant'. This is not a step, but merely an intended use of the plant. 



Applicant argues that 'Dou nor Seilder-Lozykowska suggest looking for 
references that discuss the immunostimulatory activity of Echinacea, or suggest that a 
harvest time might be selected based on the ability to increase the immuno-stimulatory 
activity of an Echinacea extract' (p. 9, Remarks). However, to reiterate from the 
previous Office Action: 



r ..the rationale to modify or combine the prior art does not have to be expressly stated in 
the prior art; the rationale may be expressly or impliedly contained in the prior art or it 
may be reasoned from knowledge generally available to one of ordinary skill in the art, 
established scientific principles, or legal precedent established by prior case law (see 
page 9). 
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Applicant argues that Rininger teaches that "...chemically standardized 
Echinacea extracts are inactive as immunostimulatory agents"... "Thus Rininger teaches 
against using standardized Echinacea extracts, or the active constituents of 
standardized Echinacea extracts, when seeking to achieve an immunostimulatory effect 
using an Echinacea extract" (pp. 9-10, Remarks). However, first, it is noted that 
Rininger only teaches that the 4% phenolic standardized extracts did not induce 
macrophage stimulation (see page 8). This does not indicate that all extracts from 
Echinacea standardized for chicoric acid will be inactive for immunopotentiating activity. 

Further, as discussed above, under the 35 USC 112 Second paragraph rejection, 
the metes and bounds of term 'acceptable' is unknown. It is deemed therefore that the 
claims are directed toward choosing any level of 'marker compound' such as chicoric 
acid or other marker compounds. Further, the claim states 'acceptable for 
standardization'. What concentration is this? It is deemed that the extract may be 
standardized in terms of the 'highest level of transcriptional product' or even other 
markers not specifically claimed because the claims do not state that the extract is 
actually standardized. For example, a concentration of 0% chicoric acid would be 
'acceptable' to standardize the extract for immunopotentiating activity because the 
immunopotentating activity would be selected in terms of transcriptional products 
produced from the macrophages in-vitro and would not depend upon the level of 
chicoric acid present in the extract. 
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Further, it is noted that the only claim which specifically identifies chicoric acid as 
the 'marker compound' is claim 5, wherein chicoric acid is among other species of 
'marker compounds' in a Markush group of species. Polysaccharides are another 
species found in claim 5. Rininger specifically establishes that isolated polysaccharides 
were well known to produce immunostimulatory activity in macrophage and 
mononuclear cells (see page 2, second full paragraph). Thus, choosing an extract from 
a harvest time of Echinacea which possessed some amount of polysaccharide and the 
highest amount of transcriptional product would have been well within the purview of the 
ordinary artisan at the time the invention was made. 

It is further noted that Rininger was specifically aware of the effects of harvest 
time in conjunction to immuno-potentiating activity: " With the demonstrated 
reproducibility of the test system (Fig.2), these data highlight the variability of natural 
products and, for Echinacea, could represent non-optimal harvest time....". Here, it is 
clear that Rininger recognized the importance of harvest time with regard to immuno- 
potentiating activity. Again, because the samples of Figure 2 were from different lots of 
Echinacea products, it is deemed that these products were more than likely harvested 
at different times (the chance that two commercial products of Echinacea were 
harvested at the same exact time are very low). One of ordinary skill in the art would 
have been motivated to chose the extract which contained the highest amounts of 
transcriptional products in order to manufacture an Echinacea extract with optimum 
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immune system potentiating activity. One of ordinary skill in the art would have been 
further motivated to check for the concentration of markers such as chicoric acid and 
polysaccharides because these were well-known medicinally active agents of 
Echinacea. Here, it would have been obvious to one of ordinary skill in the art to assay 
the extract for marker compounds. The claims do not state that the marker compounds 
must be present at any effective amount, or even at any amount at all. 



On page 10, Applicant merely summarizes the arguments as set forth supra. 

For the reasons set forth supra, as well as in previous Office Actions, it is 
deemed that the claimed invention was obvious over the prior art references. 



No Claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Patricia Leith whose telephone number is (571) 272- 
0968. The examiner can normally be reached on Monday - Friday 8:30am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terry McKelvey can be reached on (571) 272-0775. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Patricia Leith 
Primary Examiner 
Art Unit 1655 
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